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Guidancefor Industry and FDA Staff

Class || Special Controls Guidance
Document: Assisted Reproduction Laser
Systems

This guidance represents the Food and Drug Administration's (FDA's) current thinking on
thistopic. It doesnot create or confer any rightsfor or on any person and does not operate to
bind FDA or the public. You can use an alternative approach if the approach satisfiesthe

requirements of the applicable statutes and regulations. If you want to discuss an alternative
approach, contact the FDA staff responsible for implementing this guidance. If you cannot
identify the appropriate FDA staff, call the appropriate number listed on the title page of this
guidance.

1. Introduction

This guidance document was developed as a specia controls guidance to support the classfication of
assisted reproduction laser systems into class 11 (specid controls). The deviceis intended to be used to
ablate a smdl tangentiad hole in the zona pellucida or thin the zona pellucida of the embryo in sdlected in
vitro fertilization (IVF) patients with otherwise poor prognosis for successful pregnancy outcome, such
as those with advanced maternal age, prior failed IVF, cryopreserved embryos, or abnormal zona
pelucida characteristics. This guidanceisissued in conjunction with a Federd Register notice
announcing the dassfication of assisted reproduction laser systems.

Following the effective date of the find rule dassfying the device, any firm submitting a 510(k) for an
assisted reproduction laser systemwill need to address the issues covered in the specia control
guidance. However, the firm need only show that its device meets the recommendations of the guidance
or in some other way provides equivaent assurances of safety and effectiveness.

FDA's guidance documents, including this guidance, do not etablish legaly enforcesble respongibilities.
Instead, guidances describe the Agency's current thinking on atopic and should be viewed only as
recommendations, unless specific regulatory or statutory requirements are cited. The use of the word
should in Agency guidances means that something is suggested or recommended, but not required.

The Least Burdensome Approach

The issues identified in this guidance document represent those that we believe need to be addressed
before your device can be marketed. In developing the guidance, we carefully considered the relevant
datutory criteriafor Agency decison-making. We aso considered the burden that may be incurred in
your attempt to follow the guidance and address the issues we have identified. We believe that we have
considered the least burdensome gpproach to resolving the issues presented in the guidance document.



If, however, you believe that thereis aless burdensome way to address the issues, you should follow the
procedures outlined in the document A Suggested Approach to Resolving Least Burdensome I ssues.”
It isavailable on our Center web page at: http://mww.fda.gov/cdriVmodact/|eastburdensome.html

2. Background

FDA believesthat specia controls, when combined with the generd controls, will be sufficient to
provide reasonable assurance of the safety and effectiveness of assisted reproduction laser systems.
Thus, amanufacturer who intends to market a device of this generic type should (1) conform to the
generd controls of the Federa Food, Drug, and Cosmetic Act (the Act), including the premarket
notification requirements described in 21 CFR 807 Subpart E, (2) address the specific risks to hedlth
associated with assisted reproduction laser systems identified in this guidance, and (3) obtain a
substantia equivalence determination from FDA prior to marketing the device. (Seedso 21 CFR
807.85.)

This specid control guidance document identifies the dlassfication regulation and product code for assisted
reproduction laser systems (Please refer to Section 4. Scope). In addition, other sections of this specid
control guidance document list the risks to hedth identified by FDA and describe measuresthat, if followed
by manufacturers and combined with the generd controls, will generadly address the risks associated with
asssted reproduction laser systems and lead to atimely premarket notification [510(k)] review and
clearance. This document supplements other FDA documents regarding the content requirements of a
510(k) submission. Y ou should aso refer to CDRH’ s Device Advice
http://mwww.fda.gov/cdrh/devadvice/ and 21 CFR § 807.87.

As described in the guidance entitled, The New 510(k) Paradigm - Alternate Approachesto
Demongtrating Substantial Equivalencein Premarket Notifications, Final Guidance,
http://www.fda.gov/cdrh/ode/parad510.html, amanufacturer may submit a Traditional 510(K) or has the
option of submitting either an Abbreviated 510(k) or a Specia 510(k). FDA bdieves an Abbreviated
510(k) provides the least burdensome means of demondirating substantial equivaence for anew device,
particularly once aclass |1 specid controls guidance document has been issued. Manufacturers
consdering modifications to their own cleared devices may |essen the regulatory burden by submitting a

Specia 510(K).

3. TheContent and Format of an Abbreviated 510(k)
Submission
An Abbreviated 510(k) submission must include the required dements identified in 21 CFR 807.87,
including the proposed labding for the device sufficient to describe the device, itsintended use, and the
directionsfor itsuse. In an Abbreviated 510(k), FDA may consider the contents of a summary report to
be appropriate supporting data within the meaning of 21 CFR 807.87(f) or (g); therefore, we
recommend that you include a summary report. The report should describe how this specid control
guidance document was used during the device development and testing and should briefly describe the

methods or tests used and a summary of the test data or description of the acceptance criteria gpplied to
address the risks identified in this document, as well as any additiona risks specific to your device. This
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section suggests information to fulfill some of the requirements of section 807.87, as well as some other
items that we recommend you include in an Abbreviated 510(k).

Cover sheet

The coversheet should prominently identify the submission as an Abbreviated 510(k) and cite the title
of this specid controls guidance document.

Proposed labeling

Proposed labding should be sufficient to describe the device, its intended use, and the directions for
itsuse. (Pleaserefer to Section 13 for goecific information that should be induded in the labeling for
devices of the types covered by this guidance document.)

Summary report

We recommend that the summary report contain:

Description of the device and itsintended use

We recommend that the description include a complete discussion of the performance
specifications and, when appropriate, detailed, labeled drawings of the device. Please refer to
Section 5. Device Description for specific information that we recommend you include in the
device description for devices of the types covered by this guidance document. Y ou should dso
submit an “indications for use’ enclosure.

Description of device design requirements
We recommend that you include a brief description of the device design requirements.

| dentification of therisk analysis method

We recommend that you identify the Risk Analyss method(s) you used to assesstherisk profile,
in generd, as well as the specific device' s design and the results of thisanalyss. (Please refer to
Section 6. Risksto Health for the risks to hedth generaly associated with the use of this
device that FDA has identified.)

Discussion of the device characteristics

We recommend that you discuss the device characteristics that address the risks identified in this
class |1 specid controls guidance document, as well as any additiona risks identified in your risk
andyss.

Description of the performance aspects

We recommend that you include a brief description of the test method(s) you have used or intend
to use to address each performance aspect identified in Sections 7-12 of thisclass |1 specid
controls guidance document. If you follow a suggested test method, you may cite the method

! Refer to http://mww .fda.gov/cdrhodelindicatehtml for the recommended format.
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rather than describing it. If you modify a suggested test method, you may cite the method but
should provide sufficient information to explain the nature of and reason for the modification. For
each test, you may ether (1) briefly present the data resulting from the test in clear and concise
form, such as atable, or (2) describe the acceptance criteriathat you will apply to your test
results? (See also 21 CFR 820.30, Subpart C - Design Controls for the Quality System
Regulation.)

Rdiance on sandards

If you choose to rely on arecognized standard for any part of the device design or testing, you
may include ether &

Statement that conformance assessment to specified acceptance criteria will be
performed before the product is marketed; or

declaration of conformity to the standard.

Because a declaration of conformity is based on results of a conformance assessment, we believe
that you cannot properly submit adeclaration of conformity until you have completed your
conformance assessment (e.g., the testing that the standard specifies). For more information,
please refer to section 514(c)(1)(B) of the Act and the FDA guidance, Use of Standardsin
Substantial Equivalence Deter minations; Final Guidance for Industry and FDA,
http://www.fda.gov/cdrivode/quidance/1131.html.

If it is not clear how you have addressed the risks identified by FDA or additiona risks identified through
your risk analysis, we may request additiond information about agpects of the device s performance
characteristics. We may aso request additiona information if we need it to assess the adequacy of your
acceptance criteria. (Under 21 CFR 807.87(1), we may request any additional information that is
necessary to reach a determination regarding substantia equivaence.)

As an dternative to submitting an Abbreviated 510(k), you can submit a Traditional 510(k) that provides
al of the information and data required under 21 CFR 807.87 and described in this guidance. A
Traditiond 510(k) should include dl of your methods, data, acceptance criteria, and conclusions.
Manufacturers cons dering modifications to their own cleared devices should consider submitting Specia
510(k)s.

2 |f FDA makes a substantia equivalence determination based on acceptance criteria, the subject device
should be tested and shown to meet these acceptance criteria before being introduced into interstate
commerce. If the finished device does not meet the acceptance criteria and, thus, differs from the device
described in the cleared 510(k), FDA recommends that submitters apply the same criteria used to assess
modifications to legaly marketed devices (21 CFR 807.81(a)(3)) to determine whether marketing of the
finished device requires clearance of anew 510(k).

% See Required Elements for a Declaration of Conformity to a Recognized Standard (Screening Checklist
for All Premarket Notification [510(K)] Submissions), http://www.fda.gov/cdrh/ode/regrecstand.html.
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The generd discussion above gppliesto any device subject to aspecid controls guidance document.
The following is a specific discussion of how you should apply this specia controls guidance document to
apremarket notification submisson for an assisted reproduction laser system.

4. Scope

The scope of this document islimited to the device described below.

Assisted reproduction laser system, regulation number 21 CFR 8 884.6200 and product code,
MRX.

An assisted reproduction laser system images, targets, and controls the power and pulse duration of
alaser beam used to ablate asmdl tangentid holein, or to thin, the zona pellucida of an embryo for
assisted hatching or other assisted reproduction procedures.

5. DeviceDescription

We recommend that you identify your device usng the regulation and product code described in section
4. Scope and include:

laser characteristics (laser type, wavelength, laser class’, power specifications, pulse duration
length, pulse repetition rate)

design characterigtics (circuit diagrams, optica design, filters, lenses, objectives, laser beam
collimation, measured focal spot diameter, laser beam controls, dignment setting, laser beam
thermal characterigtics, pulse repetition limitations, safeguards, etc.)

beam target position indication systemn and its validation

control system, including software agorithm design (description and diagrams)

description of controls for beam power and pulse duration/repetition rates, aswdl as
repeatability of these parameters

description of test and vaidation procedures for factory setting of laser alignment and adjustment
for confocdity with visbleimage.

*Manufacturers and distributors of products that meet the definition of "electronic product radiation” in
section 531 of the Act may be subject to certain provisions of the Act, including the retention of records
and submission of product reportsto CDRH. The requirements for these products are set forth at 21
CFR 1040.10 and 1040.11. Seedso CDRH Device Advice at
http://www.fda.gov/cdrh/devadvice/311.html.
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6. RiskstoHealth

In the table below, FDA has identified the risks to health generdly associated with the use of assisted
reproduction laser systems addressed in this document. The measures recommended to mitigate these
identified risks are given in this guidance document, as shown in the table below. Y ou should dso
conduct arisk analysis, prior to submitting your premarket notification, to identify any other risks specific
to your device. The premarket notification should describe the risk analysis method. If you elect to use
an dternative gpproach to address a particular risk identified in this guidance document, or have
identified risks additiond to those in the guidance, you should provide sufficient detail to support the
approach you have used to address that risk.

I dentified Risk Recommended Mitigation M easures
Damage to the Embryo Sect?on 7. Nonclinicd Analysisand Tes_ting
Section 10. Software Life Cycle and Risk M anagement
Section 11. Animd Tedting
Section 12. Clinicd Tegting
Section 13. Labding
Ineffective Treatment Section 7. Nonclinicd Andysisand Tegting
Section 10. Software Life Cycle and Risk M anagement
Section 11. Animd Testing
Section 12. Clinicd Information
Section 13. Labding
Hazards Associated with , . ,
Blectrical Equipment Section 8. Electricd Equipment Safety
Electromagnetic Interference and : , _—
Electrostatic Discharge Hazards Section 9. Electromagnetic Compatibility

7. Nonclinical Analysisand Testing

We recommend that you provide the information described below specific to assisted
reproduction laser systems.

L aser interaction with tar get

We recommend that you provide an analys's of:

thermd heating of media and embryo as afunction of distance from the laser beam
associated with different pulse and power settings

potentia for direct irradiation of the embryo



potentia for the formation of plasma or ionized molecules at the target associated with laser
trestment

potential for mutagenic effects on the embryo
effects of therma blooming on the embryo
laser beam energy deposition at target.

We aso recommend that you provide a determination of:
laser beam power and pulse duration capable of achieving atherapeutic effect
sze of the zona pellucida ablated area as a function of beam power and pulse duration
accuracy and reproducibility of laser trestment
effect of an underpowered or unfocused laser beam on the target
safety limits and vaidation for safety.

L aser beam characteristics

We recommend that you provide an andyss of:
focal spot dimension
potentia for hot spots or laser beam splashing
propagation effects, induding thermd lensng
laser beam quality and methods used to measure laser beam quaity
laser beam profile
maximum safe laser beam power
meximum safe laser pulse duration
meximum safe laser pulse repetition rate

laser beam energy output at objective focusin air over the range of beam power and beam
pulse durations to show repestability of beam energy measurement.

L aser aiming stability

We recommend that you assess the device' s aiming stability and describe the:
target designation procedure
method of cdibration (determining and maintaining aming sability)
method of operator testing and confirming aiming stability.

We adso recommend that you assess Situations/conditions that may lead to reduced laser power
output. Examples include bent fiber optic or dust on optical components.

For devices that utilize intermediate optica dements (i.e., beam power transmitted through optical
fibers), we recommend that you define the method of beam power feedback control at the objective.



For al asssted reproduction laser systems, we recommend that you provide an analyss of ddivered
laser power repestability following multiple disconnections and re-connections of the laser and any
associated intermediate optical components.

We aso recommend that you vaidate the compatibility of your assisted reproduction laser system
with any inverted microscope listed in the labding.

8. Electrical Equipment Safety

We recommend that you address the dectrica equipment safety, eg., eectrical and mechanica safety, of
your device by falowing one or more of the standards identified next or by equivdent methods:

Internationa Electrotechnica Commission (IEC) 60601-1 Medica Electricd Equipment - Part 1:
Generd Requirementsfor Safety

|EC 61010- 1 Safety requirements for eectrica equipment for measurement, control, and
laboratory use — Part 1: Generd requirements

Underwriters Laboratory (UL) 60601-1 Medical Electricd Equipment, Part 1. Generd
Requirements for Safety

American Nationa Standards Ingtitute (ANSI)/Association for the Advancement of Medica
Ingrumentation (AAMI) ES-1 Safe current limits for eectromedical apparatus (electrical safety
only).

Thefeatures and design of your device will determine which of the above standards you should use and
whether other standards or methods are appropriate in addition to or in place of these standards. The
Obstetrics and Gynecology Devices Branch is available to answer any question you may have about
which standards are appropriate for your device s features and design.

9. Electromagnetic Compatibility

Electromagnetic compatibility (EMC) encompasses both emissions (interference with other eectronic
devices) and immunity (interference with device performance crested by emissons from other eectronic
devices). We recommend that you evaluate the EMC of your device as discussed below.

Emissions

EMC tegting should demondrate that the device will not adversely interfere with the performance of
other eectronic equipment, induding emergency radio services, diagnostic devices, and active
implantable devices, eg., pacemakers and defibrillators. Testing should include radio frequency
(RF) eectromagnetic and conducted emissons.

| mmunity

EMC testing should also demondtrate that the device will perform as expected in the presence of
other dectrical and dectronic devices or other sources of eectromagnetic disturbance (EMD) inthe
intended environment of use (immunity). The device should operate in an acceptable manner (few



EMC gandards require operation within specification) during and after exposure to various forms of
electromagnetic disturbance. Testing should include:

electrodtatic discharge (ESD)

radiated RF electromagnetic fidds

electrica fast transents and bursts

urges

conducted RF eectromagnetic energy

voltage dips, short interruptions, and voltage variations on power supply input lines
low-frequency magnetic fidds.

We recommend that you address the EMC of your device by falowing one or more of these
standards or by equivdent methods:

|EC 60601-1-2 Medica Electrica Equipment - Part 1. General Requirements for
Safety; Electromagnetic Compatibility - Requirements and Tests

|EC 61326 Electrical equipment for measurement, control and laboratory use— EMC
requirements.

10. SoftwareLife Cycleand Risk Management

FDA recommends that you submit documentation that provides evidence of proper software life cycle
and risk management for al programs associated with the device, including any firmware (embedded
software). FDA guidances, Guidance for the Content of Premarket Submissionsfor Software
Contained in Medical Devices, www.fda.gov/cdri/ode/57.html and Guidance for Off-the-Shelf
Software Use in M edical Devices, www.fda.gov/cdrh/ode/1252.html, contain information about the
documentation recommended. Also, General Principles of Software Validation,
www.fda.gov/cdrh/comp/guidance/938.html, contains useful information about software life cycle and
risk management.

FDA believes that the software used in class |1 asssted reproduction laser systems meets the definition
given in these guidances for a"moderate level of concern” Thisis because fallure to obtain suitable
embryosfor transfer to the uterus may result in additiona rounds of ovarian stimulation and oocyte
recovery procedures. Therefore, you should provide documentation recommended for a"moderate leve
of concern” for the software.

11. Animal Testing

Depending on the smilarities and differences of your laser sysem compared with other legaly marketed
devices, FDA may recommend animal testing as a part of design vaidation.® If so, we recommend that

> Under 21 CFR 820.30(g), you are required to conduct design validation studies under defined
operating conditions on initid production units, under actual or smulated use conditions. In accordance
with 21 CFR 820.30(j), the results of this testing must be maintained in the design higory file.
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you test your laser systemin ananimad embryo modd (e.g., bovine, murine or hamster) to demondtrate
the capabiility of the laser for producing known diameter ablated areas in the zona pelucida. We adso
recommend that this mode show that your laser system does not induce thermd or mutagenic damage or
lead to an increased implantation failure rate.

12. Clinical Information

In accordance with the Least Burdensome provisions of the Act, the agency will rely upon well-designed
bench and/or animd testing rather than requiring clinica studies for new devices unlessthere is a Soecific
judtification for asking for clinica information to support a determination of substantial equivalence.
While, in generd, clinica studies will not be needed for most assisted reproduction laser systems, FDA
may recommend that you collect clinical data for an assisted reproduction laser system with any one of
the following:

design, dissmilar from design previoudy cleared under a premarket notification

new technology, i.e., technology different from that used in legaly marketed assisted
reproduction laser systems

indications for use dissmilar from assisted reproduction laser systems of the same type.

FDA will dways consder aternativesto clinica testing when the proposed aternatives are supported by
an adequate scientific rationde.

If we recommend aclinica study to demonstrate substantial equivaence, i.e., conducted prior to
obtaining 510(k) clearance of the device, the study must be conducted under the Investigational Device
Exemptions (IDE) regulation, 21 CFR Part 812. FDA generdly consders laser asssted hatching studies
conducted in support of premarket notifications to be sSgnificant risk devices, as defined in 21 CFR
812.3(m)(4).% In addition to the requirement of having a FDA-approved |DE, sponsors of such trias
must comply with the regulations governing indtitutiona review boards (21 CFR Part 56) and informed
consent (21 CFR Part 50).

If we recommend adlinica study, you should design your investigation to demondrate the substantia
equivalence of the device when used as described in the Indications for Use statement. When supported
by an adequate scientific rationae, alternatives such as rdiance on the literature or use of meta-andyses
may be appropriate. We have outlined our recommendations below for each.

For statistical purposes, the study hypothesis should frame the research question in terms of equivalence,
non-inferiority, or superiority to the performance of legaly marketed predicate devices of thistype. We
aso recommend that you consult a Satigtician familiar with medica device sudies.

® Refer to Significant Risk and Nonsignificant Risk Medical Device Studies in Guidance for I nstitutional
Review Boards and Clinical Investigators at http://www.fda.gov/oc/ohrt/irbs/devices.html#risk.
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Statistical reportingin your premarket notification of clinical study
results
We recommend that you define the:

primary dinicd effectiveness endpoints (e.g., implantation rate, clinical pregnancy rate, live
birth rate)

safety endpoints (e.g., congenital anomaly, aneuploidy, miscarriage rate, noticeable laser
damage to embryo prior to trandfer)

criteriafor determination of dinicd effectiveness

null and aternative hypotheses (in both words and mathematical form)
equivalence margin

typel and Il error rates

sample sizes for each device and control group.

We aso recommend that you describe the:
length of follow-up
type of study design (prospective, retrospective, cross-sectiond)
mesking and randomization procedures
datistical methods used to analyze the clinicd data

If amulti-center study was employed, we recommend that you discuss primary summary saigtics,
e.g., the difference in two proportions (PD); risk ratio (RR); and oddsratio (OR), and the Satistica
methods used to pool over multi-center studies.

Reporting resultsfrom journal articles

We recommend that you evauate the consgstency of study designs among various sudies, such as:
randomization procedure
success/falure criteria
masking
types of study design (prospective, retrospective, or cross-sectiond)
length of patient follow-up
patient demographics and clinicaly important patient covariates (if known)
patient accountability
data qudity
types of clinica centers
patient incluson/excluson criteria
physician experience
any other factors, if relevant.

We dso recommend that you evauate any potentid publication bias.
1



We recommend that you prepare a homogeneity test in summary statistics (PD, RR, OR) and
provide a statistical judtification for pooling multi-center studies, i.e., ameta-anayss.

Reporting meta-analyses (for both original clinical studiesand
journal articles)

If summary data from individud studies are available, we recommend, for each center or each study
and for the sdlected summary gatigtics (RD, RR, OR, or others, such as the means), that you
graphicdly display the:

point estimate

95% confidence interval

sample proportion by device and control groups

width of the 95% confidence interval.

We dso recommend that you caculate the appropriately pooled average estimate of summary
datistics and the associated 95% confidence interva from various appropriately selected studies.

13. Labeling

The premarket notification should include labding in sufficient detall to satisfy the requirements of 21
CFR 807.87(e). The following suggestions are amed a assgting you in preparing labeling that satisfies
the requirements of 21 CFR Part 801.”

Directionsfor use

As aprescription device, under 21 CFR 801.109, the device is exempt from having adequate
directionsfor lay use. Under 21 CFR 807.87(e), we recommend submitting clear and concise
ingtructions that delineate the technologica features of the specific device and how the device isto be
used. Ingructions should encourage locd/ingtitutiond training programs designed to familiarize users
with the festures of the device and how to use it in a safe and effective manner.

We recommend that your ingtructions inform the user of treatment methods that will minimize
potentia thermal and mutagenic effects on blastomeres near the trestment area, for example,
“Administer as few laser pulses as possible at the lowest energy levels possible to achieve prescribed
zona drilling or thinning effect” or “Direct the laser beam toward a section of the zona pellucida
where the adjacent perivitelline space iswidest or next to an area of fragmentation.”

We aso recommend that your ingtructions inform the user that a holding pipette is recommended
during laser trestment to minimize the risk of embryo movement.

” Although findl labeling is not required for 510(k) dlearance, findl |abeling must comply with the
requirements of 21 CFR 801 before a medica deviceisintroduced into interstate commerce. In
addition, fina labeling for prescription medical devices must comply with 21 CFR 801.109. Labding
recommendations in this guidance are consstent with the requirements of Part 801.



User training

We recommend that you develop an operator training protocol that includes severa proctored
assisted hatching procedures (e.g., utilizing anima embryos). We also recommend that your training
protocol include a checklist of topics to be covered during training. Training should ensure operator
competency and uniform, optimal trestment technique to safely and effectively use the device for the
purposes described in the indication.

Warnings
We recommend that the warnings section of your operator manua address the concerns described
below.

Multiple or small openings

Only asingle opening should be made in the zona pdlucida. Multiple openings or those that are
too smdl may prevent embryo hatching or lead to abnorma development.
Thermal lensing

Thermd lenang is adefocusing of the laser beam as it passes through and heats the medium.
Thermd lensng can lead to laser treatment outside of the targeted area, thereby increasing the
risk of negative therma or mutagenic effects on the embryo. (Thiswarning should indlude
information on maximum pulse duration and pulse energy settings that minimize the occurrence of
thermd lendng.)

Precautions
We recommend that the precautions section of your operator’s manua address the following topics.

Developmental Stage

We recommend that [abeling identify the developmentd stage of embryos that have been shown
to be safely and effectively treated (e.g., 4-8 cdl stage) using your device. We aso recommend
that your |abding reflect that effects on embryos outside of this developmenta range have not
been evaluated.

Long-Term Follow-Up

We recommend that labeling provide information on the occurrence of birth defectsin children
derived from laser-hatched embryos. We recommend that you indicate the current knowledge
on long-term follow- up datafor children derived usng this technology.

Patient Brochure

We recommend that you prepare a patient information brochure or fact sheet that
addresses the fallowing questions:

What is asssted hatching?
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Wha are the different ways of performing assisted hatching?

Who should have asssted hatching of their embryos?

Wheét are therisks of asssted hatching using the laser?

Wheét are the benefits of asssted hatching using the laser?

What do we know about the hedlth of babies born following laser-asssted hatching?

For information on using a question and answer format and other useful techniques, see Guidance on
Medicad Device Patient Labeling, http:/Aww.fda.gov/cdrhv/ohip/guidance/1128.html.

Microscope Compatibility

We recommend that you provide alist in your operator’s manud of inverted microscopes thet are
compatible with your assisted reproduction laser system.
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